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UNITED STATES COURT OP APPEALS 
FOR THE SECOND CIRCUIT 
DOCKET NO. 724-2477 


STERLING DRUG INC., WINTHROP PRODUCTS 
INC. and BREON LABORATORIES, INC., 
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- against - 

CASPAR W. WEINBERGER, Secretary of 
Health, Education and Welfare, and 
ALEXANDER M. SCHMIDT, Commissioner 
of Pood and Drugs, 


Defendants-Appellees. 


BRIEF OF DEFENDANTS-APPELLEES 


STATEMENT OF THE CASE 

This is an appeal from an order of the Honorable 
Lawrence W. Pierce, United States District Judge, dated and 
filea October 31, 1974, denying plaintiff's motion for a 
preliminary injunction and dismissing the complaint. 

The Food and Drug Administration ("FDA") published 
in the Federal Register of August 13, 1974 a notice of its 
intent to withdraw approval of the drug Alevaire, apprising 
plaintiffs of the opportunity for a hearing on that proposed 
action. The notice indicated that, based 


upon a study of 
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Alevaire conducted by the National Academy of Sciences - 
National Research Council and other information before it, 
the agency had determined that Alevaire was an ineffective 
product, and that lacking substantial evidence of effective¬ 
ness, approval thereof should be withdrawn. Plaintiffs in¬ 
stituted this action on September 30, 197**, seeking by their 
complaint both to preliminarily and then to permanently en¬ 
join the FDA from proceeding on the grounds (1) that the 
proposed action was barred by the doctrines of r> es judlcata 
and collateral estoppel as a result of prior proceedings in 
the Court of Appeals, and (2) that the agency lacked any 
new information" as a basis for its proposed action, as 
required by the statute. 

On October 10, 1974, a hearing* was held before 
Judge Pierce at which time the motion for a preliminary 
injunction was consolidated with the trial on the merits 
pursuant to Rule 65(a)(2), Federal Rules of Civil Procedure. 

By stipulation of the parties and at the Court's 
suggestion, the time to file materials with the agency in 
support of the request for a hearing was extended frcm 


The hearing was to consist of oral argument by counsel 
only until the District Judge, at the commencement of the 
proceedings, suggested Rule 65(a)(2) consolidation. No 
testimony was taken. At the close of the proceedings, the 
government, for purposes of its motion to dismiss, conceded 
that if opposing counsel themselves testified as to the prior 
proceedings, their testimony would be as they alleged with¬ 
out conceding the. truth thereof (A 196). 


B 
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October 15, 197^ to a date fifteen days after the entry 
of the Court's decision (A 155). 

In the Memorandum Opinion dated and filed on 
October 31, 197^, the District Judge denied the motion for 
a preliminary injunction and dismissed the complaint for 
failure to exhaust administrative remedies, since the plain¬ 
tiffs had not yet submitted any evidence in support of their 
request for a hearing and the agency had not yet taken any 
final action with respect to their product (A 204). 

Following the entry of a final order on November 
6, 1974, plaintiffs filed a notice of appeal and moved for 
an injunction pending appeal. On November 12, 1974, this 
Court directed that the appeal be expedited and heard the 
week of December 16, 1974. Once again, the plaintiffs' 
time within which to file materials with the agency was ex¬ 
tended until oral argument. As of this date, December 10, 
1974, they have not filed any materials with the agency. 

THE ISSUES ON APPEAL 

1. Did the District Court err .'fusing to 

enjoin the Food and Drug Admin.' tration proceedings and in 
requiring appellants to exhaust their administrative rem¬ 
edies by presenting their claims of res judicata/collateral 
estoppel and lack of "new information" to the agency itself 
in the first Instance, and permitting the agency to pass 
upon them, before seeking judicial review of those claims? 
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2. Assuming arguendo that appellants need not 
exhaust their administrative remedies, does the prior op¬ 
inion of this Court finding improper notice to have been 
given or the agency’s own action in attempting to withdraw 
approval of what it has determined to be an ineffective 
drug, in any way bar the agency from thus proceeding? 

3- Assuming arguendo that appellants need not 
exhaust their administrative remedies, do the 1Q68 study 
of the drug Alevaire by the National Academy of Sciences 
- National Research Council finding it to oe ineffective 
and the agency's own study of the labelling of the product 
colorably constitute "new information" that the product 
lacks substantial evidence of effectiveness, as required 
by 21 U.S.C. § 355(e)? 

STATEMENT OF FACTS 

A. The Statutory Procedures for Withdrawing Approval of A 
New Drug Application _ 

As originally enacted in 1938, the Federal Food, 
Drug, and Cosmetic Act, 21 U.S.C. §301 et seq . provided that 
the Food and Drug Administration could deny approval, or 
withdraw approval previously granted a drug, only if it 
found the drug to be unsafe for its intended use. In 1962, 
Congress amended the Act to require further that all drugs 
on the market be proven effective for their intended use. 
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21 U.S.C. § 355(e).* 


Faced with the task of reviewing the efficacy of 
all drugs permitted on the market between 1938 and 1962 
which had theretofore been evaluated for safety only, the 
FDA retained the National Academy of Sciences - National 
Research Council ("NAS-NRC") in 1966 to conduct surveys of 
aJl such drugs. After asking drug manufacturers to submit 
information and evidence concerning the effectiveness of 
their drugs, the NAS-NRC completed and began submitting its 
first reports in October, 1967 and continued to do so over 
the next eighteen months. In January of 1968, the FDA be¬ 
gan implementation of these studies by evaluating each re¬ 
port and on the basis thereof, rating each drug tested as 
being "effective," "probably effective", "possibly effective", 
or lacking substantial evidence of effectiveness." Follow- 


* 21 U.S.C. § 355(e) provides in pertinent part: 

The Secretary shall, after due 
notice and opportunity for a hear¬ 
ing to the applicant, withdraw ap¬ 
proval of an application with respect 
to any drug under this secton if the 
Secretary finds . . . (3) on the basis 
of new information before him with 
respect to such drug, evaluated together 
with the evidence available to him when 
the application was approved, that there 
is a lack of substantial evidence that 
the drug will have the effect it purports 
or is represented to have under the con¬ 
ditions of use prescribed, recommended, or 
suggested in the labeling thereof 
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ing publication of its determination in the Federal Register, 
the FDA affords the drug manufacturers a period of time with¬ 
in which to provide evidence of effectiveness in any case in 
which the drug has been determined by the FDA to be anything 
other than "effective". 

During this period, the manufacturer is permitted 
to continue marketing the drug. If, at the end of the in¬ 
terim period, however, no studies have been undertaken or 
if such studies do not provide "substantial evidence"* of 
effectiveness, approval of the drug is withdrawn pursuant 
to the procedure set forth in Section 355(e). 

Under Section 355(e) and the applicable regulations, 
the Secretary is required to notify the manufacturer of his 
intent to withdraw approval, and of "the grounds upon which 
he proposes to issue his order" by publication in the Federal 
Register. Such notice must also notify the manufacturer of 


* "Substantial evidence", as used in Section 355(e) is de¬ 
fined by section 355(d) to mean: 

evidence consisting of adequate and 
well-controlled investigations, includ¬ 
ing clinical investigations, by experts 
qualified by scientific training and 
experience to evaluate the effectiveness 
of the drug involved, on the basis of 
which it could fairly and responsibly be 
concluded by such experts that the drug 
will have the effect it purports or is 
represented to have under the conditions 
of use prescribed, recommended, or sug¬ 
gested in the labeling or proposed labeling 
thereof. 
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an opportunity for a hearing on the proposed action. 21 
C.F.R. § 314.200(a). The manufacturer then has 30 days 
within which to file a notice of appearance and request for 
a hearing, and 60 days from the date of the notice within 
which to submit "the studies on which he relies to justify 
a hearing". 21 C.F.R. § 314.200(c)(1). A "request for a 
hearing shall be supported only by adequate and well-con ¬ 
trolled clinical studies meeting all the precise require¬ 
ments of § 314.111(a)(5) and, for combination drug products, 
§ 3.86 ... No other data, information, or studies shall be 
submitted." § 314.200(d)(1) (emphasis supplied).* 


If it conclusively appears from the data sub¬ 


mitted that 


there is no genuine and substantial 
issue of fact which precludes ... the 
withdrawal of approval ... e.g. no 
adequate and well-controlled clinical 
investigations meeting each of the 
precise elements [of the enumerated 
regulations], the Commissioner will 
enter summary judgment against the 
person(s) who requests the hearings 
making findings and conclusions, 
denying a hearing, ... and shall spec¬ 
ify why each study submitted fails to 


* W J] lle the precise criticisms of a particular drue made hv 
the NAS-NRC study and the FDA were made known only upon the 
publication of these notices in the Federal Register’ the 
manufacturers and distributors knew in 1962 that under the 
Act as amended, they wo- xd be called upon to produce evi- 

rTtlle S: 1 : r,° dUCtS ' ^^eness'at some ^in the 

u S 600 Hynson, Westcott i burning . H1Z 

u.b. b09, 619-621 (1973) quoted infra at <T! a 
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meet the requirements of the statute 
and regulations or why the request for 
hearing does not raise a genuine and 
substantial Issue of fact ..." 21 
C.F.R. § 314.200(g)(1). 

This summary judgment procedure has been scrutinized 
by the Courts and repeatedly sustained. As Judge Friendly 
wrote In Pfizer, Inc , v. Richardson . 434 F.2d 536, 543 (CA 
2 1970): 

While the controversy over a particular 
drug raises an issue of 'ajudicative 
facts' [cite omitted] we perceive no 
denial of due process in Congress direct¬ 
ing an agency that it need not accord a 
trial-type hearing unless the affected 
party shows in advance that there is 
something substantial to hear." 

See also USV Pharmaceutical Corp . v. HEW, 466 F.2d 455 
(CA DC 1972); CIBA-GEIGY Corp . v. Richardson . 446 F.2d 466 
(CA 2 1971); Upjohn Co . v. Finch , 422 F.2d 944 (CA 6 1970). 

More recently, the Supreme Court itself in 
We inbe rger v. Hynson, Wencott & Dunning . 412 U.S. 609 ( 1973 ) 
explored the reasons for the use of this procedure and ex¬ 
plicitly approved it. As the Court observed: 

We cannot impute to Congress the 
design of requiring, nor does due 
process demand, a hearing when it 
appears conclusively from the ap¬ 
plicant's "pleadings" that the ap¬ 
plication cannot succeed, [foot¬ 
note omitted]. 

The NAS-NRC panels evaluated approxi¬ 
mately 16,500 claims made on behalf 
of the 4,000 drugs marketed pursuant 
to effective NDA's in 1962. Seventy 
percent of these claims were found 


- 8 - 









JLS:sic 
•d-5^0 


not to be supported by substantial 
evidence of effectiveness, and only 
43^ drugs were found effective for 
all their claimed uses. If pda were 
required automatically to hold a 
hearing for each product whose efficacy 
was questioned by the NAS-NRC study, even 
hearings would be an exercise 
in futility, we have no doubt that it 

no ^ fulfill its statutory mandate 

wh/’n S fr0m the market all those drugs 
which do not meet the effectiveness re¬ 
quirements of the Act. 

If this were a case involving trial by 
jury as provided in the Seventh Ainend- 
ment, there would be sharper limitations 

USe ° f summar y Judgment, as our 
decisions reveal. [citations omitted] 

But Congress surely has great leeway in 

n, ^ ng ^ tandards for releasing on the 
pubiic, drugs which may well be miracles 
or, on the other hand, merely easv 
money-making schemes through use of 
fraudulent articles labelled in mysteri- 

en ^ dress * The standard of 
well-controlled investigations" par¬ 
ticularized by the Regulations is a 
protective measure designed to ferret 

drUgS for which there fs no 
affirmative reliable evidence of ef¬ 
fectiveness. The drug manufactur e 
have full and precise notice of the 

fr. 1( f en Mn^ hey "? USt present t o sustain 
_2j_eir NDA s a nd under these c ircum¬ 
stances we fin d FDA hearing rpcmiaHnnc 
unexceptionable on amrT t a g,,f.n 5 Y ^ — 
cons titutional ground . (emphasis 
supplied). Iii 2 u.S. , at 619 - 21 * 


agency^s^actlon^in ?l}f' a PP ellant s Intimate that the 
"adverse" decision or n,. C q M “ere somehow motivated by the 

dlcates that the agency’s position was sustained in each 


(Footnote continued on next page) 
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If the agency finds that there are genuine and 
substantial Issues of fact which justify a hearing or that 
it would otherwise be in the public interest to hold a 
hearing, the Commissioner issues a notice defining the 
issues and naming an administrative law judge to preside at 
a hearing to be held within 90 days. 21 C.F.R. § 314.200 
(g)(6). The hearing is then conducted pursuant to the pro¬ 
cedures outlined in 21 C.F.R. § 3l4.200(h)-3l4.232, which 
provide for the presentation and cross-examination of wit¬ 
nesses, oral and written argument by counsel, the taking of 
evidence, and the issuance of written findings of fact and 
of a final order. 


B - The Proceedings Against Alevalre 

Since the history of the proceedings involving 
Alevalre is satisfactorily set forth in the opinion of the 
District Court in this case (A 197), there is no need to 
fully recite that history here. 

Suffice it to say that on March 2, 1973, pursuant 
to the procedures outlined above, the FDA published an order 


(Footnote continued from previous page) 

In Ha nson , however, the Court went on to find, without dis¬ 
cussion, that on the facts of the particular case, a suf¬ 
ficient showing had been made to require the agency to hold 
a hearing. 412 U.S., at 623. That decision Is virtually 
irrelevant to the instant proceedings, particularly since 
appellants have chosen not to file any materials with the 
agency. See particularly Cooper Laboratories. Inc. v. Com¬ 
missioner, FDA, 501 F.2d 772",'776-77 ('D.C.Cir! 1974) dls~ 

to S Sbt!in a hearing?^ a ™ 1 tHe tyPe ° f showlnB required 
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denying the request for a hearing and withdrawing approval 
of the drug Alevaire on the grounds that the studies sub¬ 
mitted were not adequate and well-controlled. 38 Fed. Reg. 
6305 . (A 20). In that notice, the agency detailed the 
defects it found to exist in each of the studies. Specific 
criticism was directed at the Miller-Paez and Cohen studies 
on the ground that water was not a proper control against 
which to test the effectiveness of Alevaire, but that the 
proper control was Alevaire minus its claimed active in¬ 
gredients tyloxapol. Only in this way could it be deter¬ 
mined whether that ingredient was in fact responsible for 
the claims made in its behalf by the company both on the 
label and in the advertising of the product. 

Appellants thereupon submitted rebuttal materials 
to the agency, requesting reconsideration in light of these 
materials, and simultaneously appealed from the final agency 
action. The FDA, upon consideration of the data, granted 
the petition for reconsideration and terminated its with¬ 
drawal order. 38 Fed. Reg. 15861 (A 25). Contrary to 
appellants' claims here, the agency did not by any stretch 
of the imagination thereby concede the adequacy of those 
studies or the effectiveness of Alevaire, as its decision 
upon reconsideration made abundantly clear. On August 7 , 
1973, pursuant to its reconsideration, the agency finally 
denied a hearing and withdrew approval of Alevaire, noting 
that: 

- 11 - 
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Even assuming that the studies are 
. adequate and well-controlled inves¬ 

tigations comparing Alevaire with 
other control substances, a conclu¬ 
sion not warranted by analysis of 
the investigations, the studies 
cannot demonstrate the effectiveness 
of Alevaire because their design 
precludes assessments respecting 
the contribution each of the 
three components of Alevaire makes 
to the claimed effectivness of the 
drug." 38 Fed. Reg. 21515 (A 31). 

Appellants thereupon appealed from that final 
agency action and, when the Court of Appeals denied the 
agency's motion to dismiss the appeal from the March 2, 

1973 order, the two cases were consolidated. 

In its opinion of May 2, 1974, the Court of Appeals 
first dismissed the appeal from the March 2 order as moot 
in view of the subsequent withdrawal thereof. Then, ad¬ 
dressing itself to the August 7th order, the Court of Appeals 
held that appellants had not been given proper notice of the 
grounds upon which the agency had ultimately relied In with¬ 
drawing approval of Alevaire and had thereby deprived ap¬ 
pellants of an opportunity to submit evidence In support of 
a request for a hearing. Sterling Drug, Inc., et al . v. 
Weinberger, et al. . 503 F.2d 675 (2d Cir. 1974). The Court 
then set aside the withdrawal notice and reinstated approval 
of Alevaire. The Court was careful to point out, however, 
that if the agency still intended to withdraw approval of 

- 12 - 
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Alevaire on the grounds set forth in the voided notice, 
it could do so, but that: 


"It must give the petitioners notice 
of the specific grounds proposed for 
withdrawal, an opportunity to present 
evidence showing that they are enti¬ 
tled to a hearing, and a hearing if 
that is shown to be required." 503 
F.2d, at 683 (A 52;. 

On August 13, 197*), the agency, in accordance 
with this Court's direction, issued a new notice of Intent 
to withdraw appx^oval of Alevaire, setting forth the specific 
grounds on which the proposed action was based.* 39 Fed. 
Reg. 290x3. (A 53). Appellants were thereby afforded the 
full thirty-day period within which to request a hearing 
and the full sixty-day period within which to submit evi¬ 
dence in support thereof. Prior to any final agency action, 
however, and without submitting any such evidence to the 
agency, appellants commenced the instant proceedings, seek¬ 
ing to enjoin the agency from proceeding. Despite the 
granting of two extensions of the time within the file e/i- 
dence with the agency, appellants have yet to file any such 
material. 


Following tne Court of Appeals decision of May 2 197*4 

appellants requested the Court to enforce their decision by 
iBter alia, requiring appellees "to publish notice of rein-’ 
statement of approval of the New Drug Applications for 

federal Register." In Its opinion of Octo- 
ber 9 , 197*), the Court took notice of the August 13 th order 
not ng it was something which the agency "was permitted to ’ 
do by our decision of May 2, 197*)", and declined to so order. 
2d 6 a° U f83-68? denied the motion in its entirety. 503 F. 
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Following the denial by the District Court of the 
motion for a preliminary injunction and the dismissal of 
their complaint for failing to exhaust administrative rem¬ 
edies, appellants appealed from that decision and order. 
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ARGUMENT 


The decision from which appellants appeal in 


this case held that despite the claim that the FDA 
proceedings are barred (a) by res Judicata, collateral 
estoppel and estoppel by abandonment, and (b) by the 
agency's lack of "new information" as required by 
section 355(e), the complaint must be dismissed for 
failure to exhaust administrative remedies. Accordingly, 
the District Court explicitly declined to reach the 
merits of those contentions. (A 20). 

ihe primary question on appeal is then the 
propriety of the district court's requirement that 
appellants exhaust their administrative remedies before 
seeking Judicial review of their claims.* While 
appellants devote the bulk of their brief to the merits 
of the two questions which the District Judge declined 
to reach, the usual emphasis and arrangement of their 
arguments should not obscure the fact that neither of 
those questions need be reached here if the Court 
determines that the District Judge was correct in 
requiring exhaustion of administrative remedies. 


which the District Court h«lu to be 
or such — - " 


"No ODjection to the order of the 
^ecretary shall be considered by 
the court unless such objection 
shall have been urged before the 
oecretary or unless there were 
reasonable grounds for failure 
to do so." 
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Only If the Court finds that the district court was 
wrong In so requiring could the court be called upon 
to reach the other questions which appellants raise. 

POINT I 

APPELLANTS MUST PRESENT THEIR CLAIMS 
OF RES JUDICATA/COLLATERAL ESTOPPEL 
AND LACK OF 'NEW INFORMATION' TO THE 
AGENCY ITSELF IN THE FIRST INSTANCE 
AND PERMIT THE AGENCY TO PASS UPON 
THEM BEFORE OBTAINING JUDICIAL REVIEW 
OF THOSE CLAIMS. _ 

It Is appellants' position before this Court 
that the District Court erred In requiring that they 
exhaust their administrative remedies because each of 
the claims they raise constitutes an exception to the 
exhaustion doctrine. First, it is claimed that one 
need not exhaust administrative remedies when it is 
alleged that the proceedings are barred by the princi¬ 
ples of res judicata, collateral estoppel, or estoppel 
by abandonment. Second, it is claimed that one need 
not exhaust administrative remedies when it is alleged 
that 'the agency is proceeding without statutory authority.'' 
While the Supreme Court has characterized the exhaustion 
doctrine as being "well established in the jurisprudence 
of administrative law", the Court has acknowledged that, 
like most Judicial doctrines, it is "subject to numerous 
exceptions." MeKart v. United States . 395 U.S. 185, 193 
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( 1969 ). However, neither of the two exceptions appellants 
rely upon here has any basis in the prior case law. Not 
only are these claimed exceptions merely figmentations 
of appellants' pens, but when presented with an opportunity 
to create such exceptions in the past, the Supreme Court 
has unambiguously declined to do so. Perhaps more fundamen¬ 
tally, the creation of such exceptions in this case would 
run counter to the substantial interests served by the 
exhaustion requirement. 


1 . A Claim That Agency Proceedings Are Barred By The 
Principles Of Res Judicata, Collateral Estoppel 

Aban f°™J ent ^es Not Except Appellants 
rrom The Requirement That Those Claims First Be 
Presented To, And Determined By, The Agency. 

As the government will show in the second section 
of its brief, the res Judicata-ccllateral estoppel claims 
°‘ appellants are based upon a fundamental misreading of 
the prior opinion of the Court of Appeals and a dis¬ 
tortion of the agency's actions in granting appellants' 
motion for reconsideration of the March 2 , 1973 order. A 
proper understanding of those two decisions and the case 
law reveals appellants' claims to border on the frivolous. 
Assuming for purposes of this argument, however, the 
validity of these claims, appellants would still not be 


excused from the requirement that they exhaust their 
administrative remedies by presenting those claims to the 
agency in the first instance. 
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long-settled rule of judicial administration that no one 
is entitled to judicial relief for a supposed or threatened 
injury until the prescribed administrative remedy has been 
exhausted", enunciated in Myers v. Bethlehem Shipbuilding 
Corp. , 303 U.S. 4l, 50-51 (1938), has been subject to 
several exceptions in the intervening years. On three 
different occasions, however, federal courts have been 
afforded an opportunity to carve out such an exception to 
the exhaustion requirement where a claim of res judicata 

is raised, and on each occasion, the court declined to do 
so. 

In Coca-Cola Company v. F.T.C. , ^75 F.2d 299 
( 5 th Cir.), cert , denied , HlH U.S. 877 (1973), soft drink 
manufacturers and bottlers involved in unfair competition 
proceedings before the FTC sought to enjoin that agency 
from proceeding unless there was Joinder of certain parties 
claimed to be indispensable to the litigation. The Court 
of Appeals, after reviewing the statutory provisions pro¬ 
viding for judicial review exclusively in the Court of 
Appeals following final agency action, held that judicial 
review of the interlocutory agency decision denying Joinder 

was improper and affirmed the District Court's dismissal 
of the case. 


- 18 - 



v 





"JLS: par 
d-5^5 


The court surveyed the exceptions to the 
exhaustion requirement and found that none was appli¬ 
cable in light of the claims raised by the plaintiffs. 
Specifically, the court noted, it was claimed that "if 
the proceedings before the Commission continued and FTC 
prevails, the Companies will be subject to two inconsis¬ 
tent decrees, namely, the ensuing Commission order and 
a consent decree entered by a District Court in 1920 in 
another case. The court responded uneauivocally that: 

"A contention of res judicata is 
not cognizable by courts until 
administrative proceedings are 
at^an end, S.E.C. v. Otis & Co. . 

338 U.S. 843 (citations omitted) 

(1949), and we intimate no view 
as to the merits of this conten¬ 
tion." 475 F.2d, at 304.* 


*he court then went on to observe that the extraordinary 
remedy of judicial intervention in agency proceedings still 
in progress is unavailable unless necessary to vindicate an 
unambiguous statutory or constitutional right", and not 
simply to secure some equitable right "to be free from 
defending a multiplicity of law suits." 

To adopt the plaintiffs' position 
• • . would be to make a rule 
that judicial intervention to 
'correct" an interlocutory agency 
ruling is available wherever an 
agency ruling differed from some 
equitable maxim." 479 F.2d, at 304. 
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Appellants attempt to avoid the thrust of this decision 
claiming that "T..ere was no clear res judicata issue", 
since plaintiffs there were claiming only that there 
might be res Judicata problems in the future." (Brief at 51) 
It was, however, that potential res judicata problem which 
was the basis for plaintiff’s claim that exhaustion should 
not be required. The court held not that the mere poten¬ 
tiality of the res judicata problem rendered it unexcep- 
table from the exhaustion requirement, but rather that 
a claim of res judicata and the burden which breach of 
that principle would impose on plaintiffs were not a 
permissible basis upon which to except plaintiffs from 
the exhaustion requirement. 

In Petro v. Bakely , 353 F.2d 511, 512 (3rd Cir. 
1965), the Court of Appeals held that "an order of the 
district court denying a defendant’s motion to dismiss 
as res Judicata an action for negligent injury . . . lacks 
the finality which is essential to support an immediate 
appeal." Appellants seek to distinguish this case by 
arguing that (a) the res Judicata claim was raised "in 
a negligence action involving no administrative agency", 
and (b) defendant there failed to seek certification of 
the issue under 28 U.S.C. §1292, in which event, they 
claim, review would have been ordered. While there Is 
little question that the proceedings in Petro were judi¬ 
cial and not administrative, the case clearly holds that 
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the assertion of a claim of res Judicata does not exempt 
the claimant from the requirement of Judicial exhaustion 
pendinc appellate review, and the principles underlying 
both the Judicial and administrative exhaustion doctrines 
are substantially the same. McKart v. U nited States . 
su£ra, at 19*. Indeed, the appellant in Petro was in a 
stronger position to argue for exemption from the exhaus¬ 
tion requirement than appellants here since in Petro he 
had first raised the res Judicata claim before the trial 
court and received an adverse determination thereupon. 

As for the highly speculative certification argument raised 
by appellants, they have not cited a single case in which 
certification of a res Judicata claim has been ordered, 
much less any cases in which such claims have been excepted 
from the exhaustion requirement. 


Finally, and most authoritatively, the Supreme 
Court's action in summarily reversing a lower court deci 
sion excusing res Judicata claimants from the exhaustion 


requirements, in v. Otis & Co, . 338 U.S. 3^3 ( 192 , 9 ), 

reversing Otis. & Co. v . SJ£_,C. , 176 F.2d 3 ^ (CA DC 192 , 9 ) , ’ 
is dispositive of the very claims appellants raise before 
this court, and unless that decision is rejected by this 
Court, would appear to foreclose the need for further 
inquiry on this point. The case is factually complex 
and requires close scrutiny particularly since appellants' 
strained attempts to distinguish it have substantially 
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muddied the waters. 

In that case, Otis & Co. had cancelled an agree¬ 
ment to purchase an issue of common stock on the grounds 
that litigation was brought against the issuing company 
the day of the closing, and the absence of such litigation 
was a condition precedent to the underwriting agreement. 

It was alleged by the issuing company in a private action 
that the suit had been instituted by two attorneys acting 
at the request of Otis or its principal stockholder, Cyrus 
Eaton. The Securities and Exchange Commission instituted 
a public investigation for possible violations of the 
anti- f’-aud provisions of the 193^ Act.* During the course 
of this investigation, the agency subpoenaed the two 
attorneys who testified as to their client’s name only 
after being ordered to do so by the District Court. They 
refused, however, to testify concerning the communications 
between them and Eaton on grounds of attorney-client 
privilege. The SEC then sought an order from the District 
Court compelling them to testify to those communications, 
on grounds that the privilege was pierced by the agencv's 
prima facie showing t’ 11- Eaton had consulted the attorneys 
concerning the perpetuation of a fraud. The District Court, 


* A PP el lants attempt to distinguish this case in part on 
the grounds that the SEC had conducted only a "private 

du f lng which the attorneys had refused to 
H ? ?? gh We fal1 to see lts relevance, it must 

?! ! ?! a K® nc y not call the attorneys until 

it had instituted a public investigation", at which time 

extensive hearings were conducted." 176 F.2d, at 35. 
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however, found that the evidence adduced by the SEC did 
not constitute the requisite prima facie showing of 
fraud required to pierce the privilege, and declined 
to compel the witnesses to testify. 

While the case was pending before the District 
Court, however, the SEC commenced a proceeding against 
Otis to revoke its broker-dealer registration on the 
ground that, as a result of the public investigation, 
the Commission had obtained information which, if true, 
showed that Otis had Inspired the fraudulent suit. Those 
proceedings were stayed pending the decision on the 
motion to compel testimony, but, following the District 
Court's denial of that motion on October 28, 19^8, 

Otis sued the SEC in District Court, seeking to 
enjoin its proceedings insofar as they related to the 
instigation of the allegedly fraudulent suit, on the 
grounds that: 

"the judgment of this Court of 
October 28, 19^8, is binding 
as res Judicata on the defendant 
Commission and that it is with¬ 
out power to conduct the proposed 
inquiry into the alleged instiga¬ 
tion of the "asterton suit." 

176 F.2d, at 37. 

The complaint went on to recite that "The Commission does 
not have and cannot produce any evidence in addition to 
tha t in the record ... which has heretofore been passed 
upon by this Court," and found not to constitute even a 
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prima facie showing of fraud. Id. 

The District Court dismissed the complaint. 

Although the Court of Appeals opinion does not indicate 
the basis for the District Court's decision, the briefs which the 
parties subsequently submitted to the Supreme Court on 
petition for certiorari reveal that the same District 
Judge who had found the evidence insufficient to consti¬ 
tute a prima facie showing of fraudulent purpose heard 
this subsequent case and dismissed the complaint from the tench 
on the grounds (1) that he had never undertaken to decide the 
ultimate question of fraud vel non in the subpoena action, 
and (2) "that the doctrine of flyers v. Bethlehem Shipbuilding 
Company , 303 U.S. 41, required the plaintiff to exhaust 

its administrative remedies before obtaining judicial review, 
which could be done in the proper court of appeals pursuant 
to the statute, if the Commission's final order was adverse 
(R 65-6?)." (Brief of the Solicitor General on Petition 
for Writ of Certiorari, at 8, In S.E.C. v. Otis & Co. , 338 
U.S. 843 ( 1949 )). 

The Court of Appeals reversed the District Court 
on the exact theory urged by appellants in this Court. 

It found that "the Commission is about to examine the iden¬ 
tical issue considered by the court with respect to the 
alleged fraud", and held that the doctrine of res Judicata 
applied to bar the agency from thus proceeding. It then 


turned its attention to the SEC's claim, and the District 
Court's holding, that under Hyers v. Bethlehem Shipbuilding 
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Com E an£ J the court lacked Jurisdiction to entertain the 
suit for failure to exhaust administrative remedies. In 
unambiguous language, almost Identical to that of appel¬ 
lants, the Court distinguished Myers and Oklahoma Press 
P ublishing Company v. Walling . 327 U.S. 186 ( 1946 ), by 
noting that: 


In neither of them was the doctrine 
of res judicata involved. In neither 
had there been a previous determination 
by a court of competent jurisdiction 
of the issue which the administrative 
agency was about to consider and decide. 
Those c ases do not supnort the Commissio n's 
conte ntion that an injunction may not be 
Issue d in the Instant case because it wou ld 
interrupt the hearing at the threshold, 
which may not be done unde r the principle 
that the administrati ve process must be 
completed before recour se can be had to 
- a - reviewi ng court . This is not the thresh- 
o!d of the administrative process, because 
the evidence has already been heard and 
the Commission has already announced its 
conclusion therefrom. The Commission’s 
only possible purpose in desiring to 
reconsider the record, which has already 
been construed in one way by the Commission 
and later in the opposite way by the court 
is to reverse the decision of the court, 
(emphasis supplied) 176 F.2d, at k2 . 


xhe Court of Appeals then ordered the case 
remanded to the District Court with the direction that the 
agency be enjoined from proceeding on that issue unless it 
could show that It intended to introduce additional evidence 
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so as to be relieved of the bar of res Judicata . 

The Supreme Court granted certiorari and 
summarily reversed, citing Myers v. Bethlehem Shipbuilding . 
supra , Macauley v. Waterman S.S. Corp. , 327 U.S. 5*10 ( 19116 ), 
and Federal Fower Commission v. Arkansas Power & Light Co. , 

330 U.S. 802 (19*47). It is difficult to imagine a more 
forceful or indeed more authoritative rejection of the 
position appellants urge before this Court than this action 
by the Supreme Court. It is the government's position 
that the decision in 5.E.C. v. Otis & Co. is controlling 
in this case and fully disposes of appellants' claims. 

Appellants strain to avoid the logical consequence 
of that holding by offering three perfunctory and clearly 
untenable arguments. First, they claim "it is quite 
conceivable that the Supreme Court felt that a bar of 
the entire proceeding on those facts was simply too drastic 
and that the Commission should be given the opportunity in 
its own proceeding to show independent evidence of fraud." 
(Brief at *49) Aside from its irrelevance, had this been 
the Supreme Court's intent, it would have affirmed rather 
than reversed the Court of Appeals since the latter's order 
had expressly provided for precisely that opportunity. 176 F.2d 
at *4*4. 

Second, appellants -hen claim that "the equitable com 
pulsion to apply the doctrine of res judicta was far less 
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there, where it was not at all clear that Otis' rights 
would be infringed, than here, where the relitigation 
will be of the exact sane issue in the same kind of 
proceeding.' (Brief at 50)* This specious argument 
ignores the fact that the Court of Appeals had found 
that the agency proposed to relitigate the precise 
issue determined previously. More fundamentally, it 
ignores the fact that it was not the application of the 
res judicata doctrine which the Supreme Court rejected 
but the failure to require exhaustion of administrative 
remedies as evidenced by the citation of Myers , etc. 

Finally, appellants claim, almost unbelievably, that 
the Supreme Court's action in Otis is not controlling 
here because "none of the cases cited in [its] per 
curiam reversal . . . involved issues of res Judicata." 

(Brief at This claim, while true, proves nothing 

more than that the Court had not previously decided the 
precise issue. All three cases were instances in which 
courts found exhaustion of administrative remedies to 
be required and the citation of those cases by the Supreme 
Court in Otis is thus a holding that exhaustion is required 
where claims of res Judicata are raised as well.* 


* In fact, the three cases cited were all cited in the 
Solicitor General's brief in support of the proposition 
that "The decision below is thus inconsistent with the 
doctrines as to primary jurisdiction and the exhaustion 
of administrative remedies. ..." (Brief at 11). 
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An examination of the briefs submitted to the 
Supreme Court again reveals that the question before this 
court was squarely before the Supreme Court in Otis and 


was decided adversely to the position appellants urge 
here. In its specification of errors, after challenging 
the Court of Appeals' finding that the two proceedings 
were res Judicata, the Solicitor General claimed that the 
court erred 

"If It be assumed that the doctrine 
of res Judicata is applicable, in 
enjoining the administrative pro¬ 
ceeding rather than allowing the 
defense of res Judicata to be 
raised In due course during the 
administrative and Judicial pro¬ 
ceedings prescribed by the statute." 

(Brief at 10). 

It is thus apparent that the claim raised by 
appellants before this Court, namely that an allegation 
that agency proceedings are barred by res Judicata is 
an exception to the exhaustion requirement, has been 
presented to and rejected by the Supreme Court itself, 
as well as two lower federal courts. As Professor Davis 
succinctly described the holding in S.K.C. v. Otis , ”[t]he 
Supreme Court reversed per curiam on the ground of failure 
to exhaust administrative remedies." K. Davis. Adminis¬ 
trative Lav; Treatise . Vol. Ill §20.05, at 85 - 86 . 

While no more need be said on this question, it 
bears mention, in view of appellants' claims, that aside 
from the weight of the case law, the interests underlying 
the exhaustion doctrine are substantially furthered by 
requiring adherence to that rule In this case. 
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As stated in McKart , among the purposes served 
by the doctrine is the avoidance of premature interruption 
o* the administrative process both to allow the agency to 
develop the necessary factual record, and to allow the 
agency a chance to first exercise its discretion or apply 
its expertise. 395 U.S., at 193-194. In addition, the 
doctrine advances the general interests of administrative 
and judicial efficiency by the avoidance of piecemeal 
reviews. Gee Dlapulse Corporation of America v. F.D.A., 

500 F.2d 75 (2nd Cir. 1974). 

It is certain that if this Court were to hold 
a claim of res judicata to constitute an exception to 
the exhaustion requirement, in any case where such a 
claim could be made out without embarassmert, it would 
be done in order to delay proposed adverse agency action. 
Administrative proceedings would be interrupted and delayed 
indefinitely. Following a trial on the question of res 
judicata and, as in this case, the factual circumstances of 
appellants' abandonment claim, the decision in the District 
Court would presumably be appealed, thus posing the like¬ 
lihood of still further long delays. Moreover, the number 
and scope of the ancillary res Judicata claims that may 
arise in such proceedings are limitless, each requiring 
similar lengthy proceedings and attendant interruption 
of the agency process. 

Appellants argue, however, that they should be 
excepted from this exhaustion requirement because "it will 

-29- 




JLS:sic 
d-5*<5 

be futlxe to submit this Issue to the Agency" since "defend- 

» 

ants have made It very clear that they do not consider 
themselves barred from relitigating the previously aban¬ 
doned issue." (Brief at H) While there is a judicially 
recognized exception to the exhaustion doctrine where the 
remedies themselves would be futile, see Steele v. Louis ¬ 
ville & Nashville R Co.. 323 U.S. 192 (19^); Vaca v. 

§i£®s, 386 U.S. 171 (1967),* the agency’s view that it 
is not barred from proceeding is not the type of futility 
against which the doctrine is directed. 


The futility exception to the exhaustion requirement 
!?^\e pp f llants seek t0 brln e themselves within originated 
7 1 *? bh ?.? up E em ? Court *s decision in Steele v. Louisville 

r /fST 111 ?/- C °' * supra » and was developed in its progeny 
JncIuHTHg-Glovefr- In those cases, the Court held that ?m- 

\- egl "e raclal discrimination were not required to 
their claims to the very group against whom those 
claims were directed, namely the union itself or, on oc- 

cases n followTni°?hr H Th ? S ? CaS6S and the non-rac ial claims 
cases following this decision, see Vaca v. Sipes , supra. 

haVe lnvolved submission of claims toa 
rivate entity, rather than a public agency such as the 
DA. Thus, in Brow n v. G.S.A.. S11 d On. RQ 1 Q tor,* 

Soothe llh did not P except appellant 

from the exhaustion doctrine in a case involving claims 

o racial discrimination in employment where further re- 

C ° U M d be hSd before public agencies. Slip Op. at 

reii^%v, M °p eOV f r * CVen ln Cl°Y er » on which appellant 
relies, the Court required and found an attempt to exhaust- 
contractual remedies. 393 U.S., at 331 .-^ exnaust 


i 


tn exceptlon has apparently been applied 

.. f r °ceedings before a public agency principally when 
hat agency did not have the power or authority to grant 
the relief sought, i.e., when it was not an "adequate" 
remedy, as noted in Glover . This is clearly not the case 
668 e nqfi^? — Nee g e v * Board of Education . 373 U.S. 

2 1969K 3 V ’ ^SStinanr ^l P.2d 566, 567-69 (CA 
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In this respect, appellants stand on no differ¬ 
ent ground than anyone claiming any proposed agency action 
to be illegal, for in all such cases the agency might well 
proceed in spite of those claims, and indeed most certainly 
where the agency has not even been presented with them.* 

If no more were required than this to excuse one from 
exhausting administrative remedies, it 


Indeed, it must not be forgotten that the PDA has in 
fact never been presented with nor permitted to comment 
upon either the res Judicata or "new information" argu¬ 
ments which appellants raised before the District Court. 
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• # is certain that this "exception" would swallow' the rule, 

with substantial damage to the Congresionally established 
administrative scheme occurring. Accordingly, with few 
exceptions, courts continue to require that where 
Congress has enacted a specific statutory scheme for ob¬ 
taining review, that statutory mode of review be adhered 
to. In this case, 21 U.S.C. §355(h) specifically provides 
that: 

"No objection to the order of the 
Secretary shall be considered by 
the court unless such objection 
shall have been urged before the 
Secretary or unless there were 
reasonable grounds for failure 
to do so." 

Appellants also claim that it would be useless 
to require exhaustion here in any event because the agency 
cannot exercise its expertise since the questions which 
they raise are legal issues only. Again, as the District 
Court recognized, in claiming that the agency is acting 
in violation of law, appellants stand in no different 
posture than one raising any legal challenge to any agency's 
proceedings. 

"Perforce the claim in every 
suit of this type is that the 
administrative agency is acting 
illegally. If a court without 
more were to rule on the merits 
of each such claim this would 
undermine basic administrative 
law procedures and thereby pro¬ 
mote the very piecemeal litiga¬ 
tion which the doctrine in part 
aims to discourage. (A 205) 
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Furthermore, appellants’ argument that the 
agency can exercise no expertise as to questions of law 
runs counter to the statutory and regulatory scheme 
which explicitly provides that legal questions as to 
the status of a particular drug product shall be raised 
ore the agency In response to the notice of opportu¬ 
nity for hearing or shall be deemed waived. 21 C.F.R. 

, r _>l4.200(e). ihe August 13th notice did thus inform appellants. 

While the bulk of such legal issues typically 
would involve questions of whether the Act applied to a 
new product and the like, and thus perhaps be thought to 
draw upon the agency's experience in handling only those 
particular types of legal issues, submission of the issues 
appellants raise here be of at least as much value. Thus, 
doing so would permit the agency to draw upon its legal 
expertise in interpreting the "new information" requirement, 
or in the case of the res judicata claims, its knowledge of 
its own procedures, generally, and the actions it has taken 
in this case in particular. Under present practice, the 
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agency would have been required, if it found the claims 
unmeritorious, to respond fully, giving its reasons for 
rejecting each of the various claims raised.* (See e.g., 
agency response to legal arguments in the March order (A 23)). 
It was precisely to insure that the opportunity to establish 
such a record is preserved that the exhaustion doctrine was 
fashioned. McKart v. United States , 395 U.S., at 193. 

Finally, appellants seek to salvage their claim 
of exception from the exhaustion requirement by falling 
back on the now repeatedly-rejected argument that "If 
plaintiffs are forced to submit to the administrative 
process, it may be years before they are able to return 
to this Court to seek a ruling on the issue of res judicata." 
(Brief at ^5). This claim was implicitly rejected by 
the Supreme Court in Otis when the Court required respon¬ 
dents there to go through those administrative proceedings 


* Even in Dlapulse Corporation v. Commissioner, FDA , 500 
F.2d 75 (2d Cir. 197^) on which appellants rely, this Court 
was careful to point out that in part, exhaustion was 
not required there not simply because the claims v/ere 
’legal" in nature (involving a question under the Freedom 
of Information Act) but because "we are presented with a 
legal question on which the Commissioner of the FDA has 
already Issued his opinion ." 500 F.2d, at 78 . Appellants 
there were excused from resorting to appellate procedures, 
within the agency in viev: of that and more importantly, 
the fact that the Court found neither side knew of the 
recent regulatory amendments making further review possible. 
Id. 
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before bringing their res judicata claims to the courts.* 

• This claim has been raised and rejected in almost every 

case where a court has declined to excuse a litigant 
from the exhaustion requirement. See Pepsico, Inc, v. 
r • 1 •C . i 472 F.2d 179, 187 (2d Cir. 1972); Bristol-Myers Co. 
v - F -?-C. , 469 F.2d 1116, 1118 (2d Cir. 1972); Frito-Lav, 

Jjic • v - F.T. C. , 380 F. 2d 8 (5th Cir. 1967). As the District 
Court properly observed, the possibility that such a 
procedure may require appellants to expend additional 
time, money and effort in further contesting the with¬ 
drawal proposal is not a sufficient basis Tor allowing 
them to circumvent the proper administrative channels. 

(A 207). See Sampson v. Murray , 415 U.S. 6l, 89-92 
(1973); Renegotiation Board v. Eannercraft Co. , .j U.r. 

1, 24 (1973). As the court in Coca-Cola Company v. F.T.C. , 
supra at 304, sagaciously observed: 

"If plaintiffs eventually prevail on 
review of the final order and it Is 
necessary to begin anew with Commission 
proceedings, it will not be the first 


* In fact, respondents in Otis argued In almost identical 
language in their Petition for Reconsideration, which was 
also denied: 

We intended to show the abuse, the injury 
and the Intolerable burden of oppression 
which would result in the present case 
from permitting relitigation of issues 
already concluded. We intended to show the 
evil that would follow from remitting us to 
a hearing before the SEC, to years of liti¬ 
gation and expense, perhaps only at the end 
to face again in this Court the' res judicata 
question, which the Court did noR rasp Tn 
its summary reversal." (Petition at 4) 
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tine events have taken that course."" 

In conclusion, it appears settled that where 


Congress has provided a specific statutory scheme pro¬ 
viding for Judicial review of administrative action, 
even the assertion that the agency proceedings are 
themselves barred by res judicata/collateral estoppel 
must first be presented to the agency for its considera¬ 
tion and the statutory remedies thereby exhausted before 
seeking judicial review, under decisions of the federal 
courts and in furtherance of the substantial judicial 
and administrative interests served by the exhaustion 
doctrine. 


* The Supreme Court itself observed in response to similar 
claims of onerousness in Myers v. Bethlehem Shipbuilding : 

"Lawsuits also often prove to have 
been groundless; but no way has 
been discovered of relieving a 
defendant from the necessity of a 
trial to establish that fact." 

303 U.S., at 51-52. 
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2. A Claim That The Agency Lacks "Hew 
Information" As Required Under 21 
USC §355(e) And Is Therefore Pro¬ 
ceeding Illegally, Does Not Except 
Appellants From The Reouirer.ent 
That The Claim First Be Presented 
To And Determined By The Agency 

As in the case of appellants' res Judicata 
claim, an examination of their "new information" 
claim contained in the third section of this brief 
reveals it to be groundless. Assuming once again 
for purposes of this argument the validity of this 
claim, however, appellants would still not be excused 
from the requirement that they exhaust their admin¬ 
istrative remedies with respect thereto. 

Appellants' position is that the agency 
lacks "new information" that Alevaire is ineffective, 
which section 3 55(g) requires it to possess before pro¬ 
ceeding to withdraw approval of the drug. This is alleg¬ 
edly so because (a) the HAS—NRC study upon which the agency 
relies has been the subject of litigation which was 
resolved in favor of the plaintiff," (A 166) and In 
any event the report fails to demonstrate Alevaire 
to be a fixed combination drug, and (b) the labeling 
information on which the agency relies is incorrect 
(Brief at ^0). Lacking such new information, 
appellants claim that the agency is proceeding In 
violation of its statutory authority," (Brief at 53) 
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• and therefore, there is no need to exhaust administrative 

remedies. 

Once again, appellants find it necessary to do 
substantial violence to the case lav/ in order to find legal 
authority for their novel position, and they totally fail 
to perceive the very substantial interests served by 
requiring exhaustion of questions such as their "new informa¬ 
tion" claim, which so directly involves an exercise of 
of agency expertise. 

The mere assertion that an agency is acting in 
violation of its statutory authority, standing alcne, has 
generally been deemed insufficient to excuse a litigant 
from the exhaustion requirement. To permit such claimants 
to proceed directly to court upon such allegations would, 
as the District Court noted, mean such review could be had 
in virtually every case and would defeat the substantial 
interests in the avoidance of piecemeal litigation and the 
expeditious completion of agency processes furthered by the 
exhaustion requirement. Accordingly, it is only where it 
is alleged that the agency has acted ir direct violation 
of an express statutory prohibition or command that courts 
have recognized an exception to the exhaustion requirement. 
The source of this exception is the Supreme Court’s de¬ 
cision in Leedom v. Kyne , 358 U.S. 184 (1958), but even a 
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superficial reading of that case reveals that it differs 
fundamentally from the case at hand. 

In Leedon v. Kyne , the NLRB was alleged to have 
violated section 9(b)(1) of the National Labor Relations Act, 
which required that in determining the appropriate unit for 
collective bargaining purposes "the Board shall not (1) decide 
that any unit is appropriate for such purposes if such unit 
includes both professional employees and employees who are 
not professional employees unless a majority of such profes ¬ 
sional employees vote for inclusion in such unit ." (emphasis 
supplied). Despite the express statutory prohibition (except 
upon a precisely-stated condition), the NLRB first refused to 
take a vote among the professional employees to determine if 
they would vote for inclusion, and then included both pro¬ 
fessional and non-professional employees in the bargaining 
unit in direct violation of the statute. 

A reading of the decision reveals three factors 
which the supreme Court found to require excusing the 
aggrieved employees in the case from exhausting their 
administrative remedies. While the Court has never made clear 
what number or combination of these factors must be present 
to permit exception from such a requirement in the future, 
a comparison of the Supreme Court’s careful decision in that 
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In Kyne the statutory comr.and was found to be 


e xpress and mandatory , and the NLRB did not even claim that it 
had not violated that unambiguous prohibition.* In this 
case, on the other hand, while the statute does require that 
the agency have "new information," the determination of 
whether the agency possesses such material (a) is the subject 


, * Jewel Companies,' Inc , v. FTC, ^32 F.2d 1155 (7th Cir. 1570) 

on which appellants rely also Involved a straight-forward 
question of statutory construction (whether or not the statute 
provided the Commissioners discretion to consider the public 
\ interest in deciding whether to issue a complaint), and is 

for that reason alone distinguishable. When called upon to 
determine whether, as a matter of law, the complaint charged 
a violation of the Robinson-Parman Act, the Court explicitly 
declined to do so, requiring presentation of that claim to 
the agency. 432 F.2d, at 1159. The Court also found that 
immediate review of the particular issue noted was required 
because the different standard which would govern the issue 
on review would effectively deprive appellants of an adequate 
remedy. 

In Elmo Division of Drlve-X Company v. Dixon , 348 F.2d 342 
(D.C. Cir. 19-5) the court excused appellants from exhausting 
their administrative remedies in an action seeking to enjoin 
the FTC from continuing with complaint proceedings against them 
on grounds that a consent decree entered in an earlier pro¬ 
ceeding provided that the only way in which the FTC could 
again proceed against the agency was by way of reopening that 
original case. The court, however, based Its decision squarely 
on its conclusion that "District Court Jurisdiction... is 
appellant's only effective remedy." 348 F.2d, at 3^» The 
court explained at length that the statutory provisions had 
the same practical effect as the mandatory language of the 
statute in Leedom v. Kyne and noted that the parties had "put 
a construction upon the statute which renders it directive of 
such a nature." Id. at 345 and n. 4. The vigorous dissent 
is sharply critical of even this reliance on Leedom v. Kyne, 

Id. at 348-49. 
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of substantial dispute between the parties, and 
(b) requires scrutiny of the evidence presented to 
determine whether it is "new" and whether it is probative 
as to lack of effectiveness. The task of determining the 
adequacy of the information on which the agency relies is 
thus one which would be substantially assisted by applica¬ 
tion of the agency’s particular expertise. Congress recognized 
the particular relevance of an administrative record when it 
provided that the agency and not the courts would determine, 
in the first instance, whether there is a lack of substantial 
evidence of effectiveness or whether the evidence before the 
agency demonstrates effectiveness. As the Court of Appeals 
recognized in its Hay 2 decision in responding to the claim 
that the record did not support treatment of Alevaire as a 
fixed combination drug: 

..hile there is little in the record 

??\ b ?r ore US to su PP° rt the proposition 
that Alevaire is affixed combination 
orug within the meaning of 21 C.F.R. 3 - 86 , 

.»t is not for this Court to pass on the 
question on this appeal." 

Rather, after the agency followed the proper notice 
requirements, 


1 he RDA may then determine 
the question on a full and 
proper record, subject, of 
course, to petitioners' right 
of appeal to this Court from 
an adverse determination." 

503 F.2d, at 683 (A 52) 
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In a similar vein, the District Court recognized that: 

Whether the agency does in 
fact possess "new information" 
to support its conclusion is a 
factual determination which 
should first be made by the 
FDA. Contrary to plaintiffs' 
argument, this issue does not 
present a straightforward 
question of statutory construction 
as in Jewel Companies, Inc ., v. 

FTC , *32 F.2d 1155 (7th Cir. 1970). 

It is incontrovertible that the 
FDA has before it reports and 
other data dealing with the 
effectiveness of Alevalre. Whether 
an assessment of this data 
will justify treatment of the 
drug as a fixed-combination 
drug is a question which 
should first be decided by 
the FDA. Only after this deter- 

mination l s ' iiade and it then ' - 

becomes clear on w hat specific 
information the agency has 
relied for its conclusion can a 
court determine whether the 
data used constitutes "new 
information. .."LTjKe FDA should 
first be given the opportunity 
to decide the question on a 
full and proper record. (A 208) 

(emphasis supplied) 

It is apparent then that the new information 
provision at issue here is not the type of express and 
mandatory direction to the agency which was Involved in 
i ^ eedcm v. Kyne, but rather is one as to which it is vital 
to have the agency's views upon a "full and proper record." 
In fact, it would be difficult to think of an issue that 
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more directly implicates the exhaustion doctrine as outlined 
in .chart than this issue, going as it does to the very core 
of the agency's function. 

The second factor relied upon by the Court in 

h. e . e -^°HI v * Kyne was that the NLRB, by its action, had deprived 

the aggrieved employees of a specific "'right' assured them 

by Congress." 356 U.S., at 189 . Appellants here face no 

loss of such a right, but rather face only the potential loss 

of time and money required in proceeding before the agency 

assuming that upon completion, the FDA were found to have 

lacked new information. Such a loss has never been thought 

to rise to the level of a right, Coca-Cola v. FTC, supra , 

at 304, and has been explicitly rejected as a perrissable basis 

upon which to excuse appellants from the exhaustion requirement. 

Myers v. Bethlehem Shipbuilding, supra , at 51-52. 

Appellants seek to invoke the benefit of this Court's 

observation in PepsiCo, Inc , v. FTC, supra , at 187, that: 

[W]e shall accept for the sake of argu¬ 
ment, despite possible contrary implica¬ 
tions from the per curiam in Arkansas 
Power & Light Co . v. F. P. C. , 330 U.S. 

00^, 67 S. Ct. 963, 91 L.Ed. 1261 (1947), 
rev'd 81 U.S. App. D.C. 17 S, 156 F.2d 821 
91946), see also Bristol-Myers Comoanv 
v. FTC, 469 F.2d nit (2 Sir. 1972}— 1 
that we can extrapolate from cases such 
as Leedom v. Kyne , 356 U.S. 184, 79 s. 

Ct. luO, 3 L.Ed. 2d 110 (1958), and Mc¬ 
Culloch v. Sociedad Nacional de Marir~ 

£os» 372 U.S. 1C, 83 S.Ct. 671, 9 L.Ed. 2d 
W (1963), a principle that one can find 
final agency action for which there is 
no other adequate remedy in a court" if 
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an agency refuses to dismiss a proceed¬ 
ing that is plainly beyond its Jurisdic¬ 
tion as a matter of law or is being con¬ 
ducted in a manner that cannot result in 
a valid order. 

Judge Friendly was, however, careful to point out that 
by this principle, 

The injury against which a court would 
protect is not merely the expense to 
the plaintiff of defending in the admin¬ 
istrative proceeding, which Payers held 
not to be enough, 363 U.S. at 51-52, 58 
S.Ct. ^ 59 , but, in a case like this, the 
enormous waste of governmental resources 
and the continuing threat of a complete 
restructuring of an industry. 

Obviously, no injury even approaching that magnitude is 

threatened here, and appellants cannot bring themselves 

within that "possibly over-generous principle." Id. 

Finally, the Court in Leedom v. Kyn e noted that 

a failure to find Jurisdiction in that case would have meant 

"a sacrifice or obliteration" of that Congressionally-created 

right. The Court, however, did not mean simply that the 

employees wolud lose their rights until final review occurred 

which is what appellants here claim, but that review itself 

would be foreclosed since no other review was provided 

to those employees by statute, 358 U.S., at 190 .* Thus, the 


* b !?der the National Labor Relations Act, the claims of these 
aggrieved professional employees within the union could be 
reviewed only if the employer chose to challenge the certi¬ 
fication procedures by refusing to bargain with the union, 
thereby causing unfair labor practice proceed?ngs to be 
commenced. rj 
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exception in Lee don v. Kyrie was in part necessary to provide 
review of claims which would otherwise ultimately elude review 
altogether. Here, there is obviously no such problem since 
section 355 (h) provides for review of all aspects of the 
Commission's proceeding upon appellant's petition. If such 
review revealed the agency to have proceeded inpernlssably, 
the entire proceedings would be set aside. 

The agency has not engaged in "an exercise of power 

that has been specifically withheld," 358 U.S., at 189 , and 

appellants cannot invoke the exception carved out in Leedor, 

v. Kyne or its progeny. Moreover, each and every interest 

underlying the exhaustion doctrine as outlined in McKart 

militates against creating such an exception In this case. 

3. A General Allegation of Denial of Due Process Rights 
Does Hot Excuse Appellants From Exhausting Their 
Administrative Remedies _ 

Finally, appellants seek shelter in the exception 
to the exhaustion reauirer.ent carved out by this Court In 
Fa^ si. Douds , 172 F. 2d 720, 723 (2nd Clr. 19^9) by claiming 
that the agency is acting "arbitrarily and without authority, 
and in so doing Is damaging plaintiffs' valuable property 
rights in their license and product," thereby "violating 
the Due Process guaranteed plaintiffs by the Fifth Amendment." 
(Brief at 5*0. In Far/ v. Douds, the Court found that the 
assertion of constitutional right" might give a court 
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jurisdiction to entertain certain claims without exhaustion, 
but went on to qualify that general rule by requiring that 
the assertion not be ’’transparently frivolous," or "plainly 
untenable." Despite the fact that appellants' complaint (A l|) 
made no such claim whatsoever, the District Court explicitly 
found that the requisite showing of such a violation had not 
been made. (A 211). 

, As another circuit has aptly observed, the "fact 
that the attack is voiced in conclusory language of a denial 
of due process and like constitutional rights does not warrant 
stopping... [an administrative agency] in its tracks." Bokat 
v. Tidewater Equipment Co. , 363 F.2d 667 , 672 (5th Cir. 1966). 
Similarly, the District Court in Pepslco, Inc , v. FTC, 343 
I. Supp. 396, 399 (S.D.N.Y. 1972) required a showing that the 
’agency has very clearly violated an important constitutional 
right." 

While the lack of specificity in appellants’ 
claim alone justifies a court in declining to decide those 
claims at the present time, the statutory procedures for 
presentation of appellants’ claims to the agency and for 
Judicial review of agency action and the particular actions 
of the agency in this case comport fully with the requirements 
of Due Process and deprive appellants of no constitutional 
rights. 
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In conclusion, it would appear that where 
Congress has provided an adequate procedure for judicial 
review of administrative action, that procedure rust be 
followed. "Only in extraordinary cases will parties be 
allowed to deviate from this statutory course and seek 
injunctive relief from the district court, short-circuiting 
the administrative procedure." Coca-Cola v. FTC, 3^2 F. 
Supp. 670, 675 (II. D. Ga.), aff'd ^75 F.2d 299 (5th Cir. 
19/3). Based upon the foregoing, we would submit that 
this is not such a case. 
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POINT II 

EVEN ASSUMING ARGUENDO THAT APPELT.Atpac 
CAN RAISE THEIR RES JUDICATA/CDLLATERAL 
EST0PPEL/A3AND0HMENT CLAIM PRIOR TO EX¬ 
HAUSTING THEIR ADMINISTRATIVE RE' t EDI^S 
NONE OF THOSE PRINCIPLES A^LTES AND~THE 
AGENCY IS NOT BARRED FROM PROCEEDIN G 

In its order of March 0 , 1973 , withdrawing an- 
nroval of Alevaire, the FDA examined each study submitted 
bv anoellants in supnort of their claims of effectiveness, 
and found each to be inadenuate. In the case o' the Hiller 
Paes and Gonen studies on which annellants hal nrincinallv 
relied, the FDA found those studies to be deficient in two 
resnects. First, the arencv felt that the studies "did not 
con^are Alevaire to a nroner control, e.p - . Alevaire ninus 
tvloxanol" but only comnared it to water or saline solution 
Fed. Her. ^RP7)(A.22). The arencv's concern was that 
any claims made on behalf of the active ingredient Alevaire 
nl-ht in fact have resulted sirmly 'ron the vehicle solu¬ 
tion in which it was contained, a solution of" 2 ? sodium 
bicarbonate, 5% glycerine, and 93S water, and the "a«lure 
to test tvloxanol arainst that solution nrecluded anv as¬ 
sessment of tvloxanol*s true effectiveness. 

The second resnect in which the arencv felt the 
studies to be inadenuate consisted of a host of nrocedur.a], 
defects in the studies which the arencv enumerated in the 
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’'arch order.* 

Appellants' motion "or reconsideration oointe i 
several respects in which these claimed technical deficie 
cles were incorrect.** In addition, affidavits -e-e a i 1 - 
r it ted to indicate taat ?,, ater or saline vq r° 


against which to test tyloxanol. The arenav "^It ahat 

enough o'* its technical criticisms v:ere called into "•j*'"- 

tion to Justify reconsideration of the request -’or a hear 

In^* and the evidence submitted In sunoort thereof, ar.d -.0 

3 r 'n the case of the Cohen stud-',' * 0 - »xannl«—~ ^ 7 T' »n ,„ g t t 
order noted that: 

This >. st is not an adeouate and well- 
controlled study since the diagnostic 
criteria for Identifying bronchial 
asthma and chronic bronchitis oatlents 
were not stated as "“euir^d by 21 "■ 0 

130.12(a)(5)(ii)(a)(2), the method'Af’ 
oatient selection is not exolainel, the 
study did not state the stens taken to 
assess subjective --es^onse and minimise 
bias on the nart of the subject and 
server . . ., the test did not document 
the levels and method o'* bl^ndin^ 
and the administration of the water and* 
Alevaire was preceded by the inhalation 
of a bronchodllator, meTaint* the “fleets 
of water and \l Q vaire cannot be serarat^i 
from the effects of the bronchodilato~ 

(A 22). 

Numerous deficiencies were found In the ’Uller-^aes 
study as well (\ 2?). 

T1 lust rat 1 v n of these deficiencies was the f^-^t 
that although the Cohe n study did not state the 
criteria for identifying bronchial asthma ->nd chronic 
bronchitis patients, as the erenev stated, the j 4 -] 

contain a footnote to a publication containing d<aGnostic 
criteria which were apparently used to select, patients 
as appellants made clear in their motion for 
sideration. (A 176 , 177). 
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arnellftnts 1 notion wan granted and the withdrawal notice 
revoked. 3 q ^ed. Rep;. 15861 (\ 25 ). 

Unon reconsideration, the PDA issued its 
Aurust 7th ori~’, arain ienvinr; a hearinr and withdrawing 
a^nroval. 'Jr,or an extensive evaluation o'* the cla 1 ns made 
on b^v" of the various ingredients in Al«vai"e In the 
labell^nr and advertisin'' of the oroduct conducted bv the 
ar«ncv in the interin, the aqencv f<=»it it to be a **ixed- 
conbination drum within the neaninr of 21 CFR '’ 3 . 86 ,* 
and the orde~ exolained at lenrth the basis '’o" ns con¬ 
clusion. 33 Pad. Ren;. 21515 ( A 23-31). Accordinrlv, the 
arency felt the 1 iller- D aes and Dohen studies to he 


ir.adeouate to demonstrate effectiveness because they did 
not test each of the active ingredients arainst the various 
conblnations o'* the other ingredients as r o ouir o d bv 
°ection 3.36, but only arra«nst water and saline solutions.** 

21 D.F.R. '■ 3 . 6 r'lv' !«S that a '*ixei combination 
dru~ consists of two or more drurs combined in a '’ixed 
"atio in a single dosare form where each component mahes 
a contribution to the claimed effects o'* the drum. The ” 
required format of studies which must be conducted to 
demonstrate the ef ‘'ectiv^n^ss o'* such 1~urs a~« 
described in 21 C.’\3. 531*.Ill and 53.86 as well.* 

** Tr»d«ed, the only study the arenev <*ound which t«st°d 
Al“vaire arainst its vehicle solution, the Palmer ftud-', 
demonstrated that it was no "■>o r, e effective than the 
control solution containinr sodium bicarbonate but no 
deterrent, as the ar»ncy noted in its larch and Aurust 
orders. (A 2*, 37). 
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Cont~a~v to appellants' reneated cla^r i-hat hv 

“*' ^ • ir * ^ *-•' / — v O 


revocation o" the 'larch order the a-ency had conceded 


that the two studies were adeouate and well-controlled, 


the arencv was careful to indicate it "elt these studies 


we-e imnronerlv conducted in addition to bein- inadeouate 


to d°” 10 ns t "r: O pf | ’noH'ronn«t. A _ , , 

■ -ct3/eness. As the arencv no-’ntedl 


not°d: 




Even assuming that th« studies are 
adeouate and v;ell-cont”olled inves¬ 
tigations comparing Aleva ire v/ith 
other control substances, a conclu¬ 
sion not warranted bv analysis o 4 ' 
the investigations, the studies 
cannot demonstrate the effectiveness 
oT Alvalre because their desirn 
precludes assessments respecting 
the contribution each o'* the 
th^ee components of Aleva!re m^kes 
to the claimed effectiveness o" th° 
drur-."* (A 31). 


tenants also attempted to W, ie thot ~ nun3Al ^ ■ 
tn« arencv conceded the adeouaev of the studies \n ■» t- 

qnd . at o ^ 1 argument b«-ore the Court on ■•'eb-uarv 
^ • ( > r, ie < ' at 23, A 19^). followin'* the hearlnr 

on ,CoOber 12 , 1^74, the rovernnent indicated to ^-h e 
cou-t its nreoaredness to submit a"fMav«ts "-op t-’h e 
attorneys who argued the anneal that nothin- o'* the"sort 
wos said at oral argument, and surrrested that the court" 
listen to the tape of the argument. (A 212-213) An 
examination of the brief submitted bv the —ncv'on^hat 

con?a v, m " ke K U ab ^ dantl -V clear that no such concession 
could have been made, "or in that brief, the ar»n-v not 2 d 
the -nnv defects contained ir the studies and 

sfcu:Jie3 were irrelevant in snv case because 
thov did not properly test Alevaire as a' fixed-combination 
*T- 'T Se;->on4.nts* Brief on Petition to t i 5 
DocKet .Jos. 73-1628 and 73-2931, at 6 which states- ’ 
i.otwithstandlnr the inability o'* Drs cAhen 
and Miller to .justify this crucial design 
fault in their studies, they did pinpoint 
several real defects in the '*arch o-der " 

° r ~' i '~ > t r ‘ ’> the August 7th order r, ri toasted both *-hf> 
arencv•s criticisms of those studies. * ‘ ' 
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Way 7, 1 n 74 decision, the Court of Anneals exrresslv 
declined to nass on the "arch order, noting that it had 
since been revoked and hence that no further re lie ^ -'a a 
nossible. The Court accordin'*! v dismisse 1 the aoreal 
'’"oa that o^der. (i / 1 I 4 ). 

With resoect to the August 7th orde-, the Court 
of Anneals looked at the theory unon which the '>-oncv 
had relied in ultimately withdrawing annroval o^ Alevai”" 

(the fixed-combination th^o^) and at the theo~v unon 

% 

which it had based its initial notice o p intent to with¬ 
draw onnroval in its December 1Q59 notice (the sinrle- 
entitv theory) and found that bv this change in theories, 
the sr-ency had denrived annellants o^ nrorer notice o'* 
the grounds unon which it ultimately ”o'lied in withdrawing 
annroval and of the onnortunitv to submit evi r i g nc o in 
suooort of thei” "ecuest 'o” a hearing, and concluded that 
the order had to be set aside. 503 ^.21, at 6J2. (A >48-449). 
0.V no stretch of the imarinatlon lid this Court nggg unon 
the adeouacv of the data submitted or the a-ency's nosition 
with resnect to that data. 

Annellants arrued at le n ~th in the District Court 
that bv its "lav decision, this Count had affirmatively 
found th rt two studies to have been oroner and sufficient 
to demonstrate Alevaire's effectiveness, and that accordingly, 
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the agency was barred ''ron nrocoedin- an th« sinrle- 
entitv theory by res judicata.* (\ 9, n > i? 

[Comnlaint]; A 165 , 165, 169, 17'*). This claln was 
net with considerable skenticlsn both °ron the District 
Jud!te (A 169, 173) and “"on the members of the nanel 
which heard anoellants’ notion 'or an injunction on 
November 19, 197-'*. rinc« anoellants now clearly 
abandon that nosition (Brief at 2't), no nor° n ®ed be 
said about It exeent that the Court’s opinion ^tsel < * 
nak^s it abundantly clear that it found only that the 
a encv ha; failed to rive anrellants nroner notice o' the 
"rounds on which It ultimately nroceeded. Acccrdinrly, no 
res judicata effect can arise as to the single-entity 
theory. 


there 


Anoellants now rely fully on their cla’n that 
however, a res Judicata e"°ct arising from 


the 'lay 2, l^jU decision in that the Court or Anneals 
"found" that the ar^ncy had "abandoned and conceded to 
b ° erroneous the theory that Alevaire must be tested bv 


’vn la' 1 ! 


o* ‘ 


;uch 


"c 1 a •* m 


1 s the ‘Vilowin' 


" n lalnti^^s maintain that M 0 70 4 r>o * rj 0 ^ H 1 ‘ 
entity irur, the effectiveness of which was 
established in the nr’or oroceedin—s by t l ie 
'lill Q r- T ’a c >x and Cohen stud*as. . .We here 
contend that defendants may not be allo ,<rr ‘ 1 
to r^litirate the validity of the evidence 
nrovinr Alevaire’s effectiveness as a" 
s* nr] e-entitv drur* since th^t nrecise 
evidence was at issue and determined in 
nlainti f p s ’ favor in the nr^o” n^oc 0 ?!’ n"s ’’ 

(A 8l) *• 
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conn’^^nr it to its vehicle." (u-i e e at 19) 'loreovcr, 

appellants arrue that 

"[F]e do contend that this 
Court found that defendants 
abandoned its nosition on those 
issues on the n^rits ." (Brie'’ 
at 2h) (emphasis supplied). 

Annellants recite at length words and nhrases 

•s 

in the Court's oninion referring to abandonment or con¬ 
ceded e—ors, but fail to note anv instance in which the 
Cou-t found the agency to have thus acted on the merits 
o r the issues be^o-® it, either as to the adenuacy o'* the 
studies or the ' ,< ’fectiv°n^ss o'* Alevaire. dither, a 
r^adin^ of the Court's oninion makes clea- that the Court 
was '’actually describing the apencv's own actions, havln* 
made it exnlicit that it v;as not in any wav ruling 
thereupon. Thus, the arency did abandon the sinrle- 
entitv theory but only in the sense that it was not 
contained in the \u<~ust order whereas it had been in the 
larch order. Further, the s-encv had conce ded its larch 
o^der to be erroneour in that it found son® of its 
criticisms of the procedures used in the studies to have 
been wronrr and on that basis decided to reconcile- 
the hen-in^ renuest bv revoking the March o-der.# 

Th® Cou-t was -eferrinr t® the agency's ““ben'-'nt Tn— 
its brief that it felt the order to be defective and that 
the order was only before the court upon petitioners' 
insistence. 
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In no instanco di i the Count nu-nort to "f-’nd" the e^ncv 
to have conc°ded the adequacy o- the studies on the 
Impropriety o'* the single-entity theory. In sum, the 
-o;nt found no arency notion on the merits, hut reth 0 ** 
exnlicitly declined to nass on the issues nltor^then, 
bv d'sniss-nr the anneal . 

It seems clea- that the ar-ency Itsel- di J not 
concede the nroorietv of the tests, ns the ouoted oaasare 
^non Its August order makes clean. Mor did its chan-o 
o P theories mean the noneHants had nersuaded the agency ns 
to the invalidity o'* the sinrle-entity theony. It «s the 
absence o'* anv decision on the merits by of then the Cou”t 
o'* Anneals on the agency which undenc’ ts the res Judicata/ 
estonnof claims of annellants, ‘’on ^s each of the cas»s 
thev cite makes cl«an, it is the -act of - decision on 


the norite which fives rise to the -os ludicata/estonDel 
effect. fee daltimore f. ~. Co. v. n hillios . 274 U.f. 

* *3- J (1°27) ("If unon the same cause of action, the 
.ludrnent on decree unon the merits in the -f-st case ± s 
an absolute ban to the subseouent action..." (enrhasis 
sunnlied); '.Inlte; "t^tes v. Utah Construction j "ininm Co, . 

■' 1 ' J • - c ' • » 4 '? (1975) ("‘/hen an administrative a^encv... 

dfsnuted Issues o- -*ct »-oo oro *«. 
the counts have not hesitated to annlv res 
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do-mi oolongs v. Sunnen, 333 U.S. 591, 593 (1943) 

("hut matters which wore actually l^tlm^ t^d and 
detned in the first proceeding cannot later 
be relitirated.") (emphasis supplied). 13 lore’s 
y?j»~a: ' a^ , *10.'195-7, 9.'<'(-3. Absent any such 

determination in this case, appellants' claims must 
be rejected altorether. 

Th-^ourhout these n«oceedin r ’s, the 
government, desnite its several errors, has con¬ 
sistently attempted to comnel annellants to un¬ 
dertake one simnle series o'* tests, namely, to 
test the active inr^edient or Ingredients In 
Alevaire amainst the vehicle solution or the 
othe” inrred 1 °nts. The reason '’or thi r 4 s obvious. 

Tf Alevaire is n n more effective than that solution 
desnite the claims made on behal^ o'" the active *n- 
rredients, and in particular, the miracle-inrrodient 
tvloxanol, the public should not be Induced to purchase 
and rely upon a l^ss than elective product on -'hose 
behal° such false claims have beer. made. 
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n laintif"s have studiously ^voided nubnittIn- 
such studios for some n our vears, ~nd it must 
bo assumed that «- , the” thev have not con¬ 
ducted any such tests, or ore unv/illin^ to 
nublicis° the results of then. 

Having overcone or ior rrocedursl y . n - r ' a zt~ 
the arency has by the nresent notice riven appellants 
a clea” onnortunity to ienonstrate rrooerl” the 
e° n ectiv°n p ss of their oroduct ^s either a s'n*l°- 
entity or a “i xe 1-conbi.nat ion nroduct (althourh *:he 
arency has determined Alevaire to be the latte”) and 
has fullv annrised them of the nroner methods o'* so 
doinr. ( A 5?) Apnell«»e3 submit that °nnellants should 
nov» bo renui^ed to come forward with such evidence, and 
their claims of e r ‘ r “ectivon rt ss determined once and 
for all. 
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PRINT TIT 

SVEN AR^UMING ARGUENDO THAT '\ n PELLA?I rT,r ' 

CAN HATCH THE TT£v/ IM^ORMATTON" r^,p 
n RTOR TR EXHAUSTING THEIR ADMINISTRATIVE 
REMEDIES, THE AGENCY DOER ^GR^ERf "IF' 

TNERRU ATIQ. I" AS REQUIRED R v 21 U . R . C . ' ■) 3 5 5 ( e ) 

Section 3515(e) "oouires the Secretary to with- 

annroval of drug application i f he finds "on 

the basis of n°w information before him with respect to 

such Nr up-, evaluated together with the evidence available 

to h 4 m when the application was annroved" that ther® is a 

lack of substantial evidence o'* effectiveness. Appellants 

claim h»~e, as they did in the District Court, that the 

a.gencv is barred from proceeding to withdraw anoroval of 

AlevaIre because the agency has no "new information" that 

there is a lack of substantial evidence of effectiveness. 

The government has nreviously shown that such 
claims are not Judicially cognizable -rior to their nresen- 
tation to and determination bv the srency <tself both as a 
matter o' law and of sound Judicial and administrative policy 
In fact, aonellants’ efforts to -aise this issue at this 
stare of the proceedings is a case in noint illustratin'- 
the wisdom of the exhaustion doctrine. Accordingly, Congress 
provided bv statute that such issues must be raised befp-« 


the agency in the first instance and that its decision 4 s 
subject to Judicial scrutiny bv the Court of Anneals followin' 
final agency action. 21 U.S.C. A355(h). Even vssun'n- 
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ar-u®rdo that such claims a®® .judicially cognisable n^ior 
to their presentation to and determination bv the a-enev 
it is cl®ar that the agency possesses "new information” 
and is proceedin'* n vi o ,no ’ o ly and®’'’ the statute. 

In the case n' Aleva 4 '’®, such nev; ®v 4 denc® 4 s 
clearly nrovid®d by the 10^3 dAf-'RC study itself, as well 
^ subseouent "revaluations thc-eo 4 ’, and certain additional 
evidence, principally the lablin™ 0 “ Alevaire, ®s the 
Vjaust 13th notice clearly indicates. Appellants initially 
ar^u®d in the District Cou-t that the NAS-JRC study could 
not he used by the agency to satisfy the "new ^^"aation" 
reouir®ment because it had rreviously been employed ’n the 
n"io • agency m-oc^dinrs, which, appellants claimed, had 
been terminated both b" the Court o*“ Anneals and bv the 
a-enev itself, adversely to anoellees. * As id® -"rom the 
fall-'einus nr®mise underlying this -•oration, namely ‘-he 
vi®m o p th® orior judicial and agency nroceedin-s as havin'* 
i®cid®l the merits of appellants’ claim, it seems clea- 


* appellants argued belov.-, in response to the elMm that 
the new information reouirement was satisfied bv 1 nter -si«a 
th® :IA°-MRC study, "'t' , hat new information has b®® : 7~ r Te 
ject o" litiration which was resolved 4 n favor f the nla 4 n- 
tiffp and it can no longer, hayin'* beep the subject of such 
1'tlmation, support a n®w nrocee linr." (A 166) "• , o-«ove" 

the ’! l ' r ’-’RC renort on Alev®ire has h®®p mer *ed Into ®ni 4 s* 
barbed bv the t®rm1nation o? th® proc®®din'*s wh 4 ch i«'mn ^ 
1953." (A 92). (A 147) 
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both as a natter of statutory construction and as a natter 
of ap-encv practice, that "new infornation" as used in 5355(e), 
"leans any infornation made available after the application 
was initially approved. Nothing in the statute indicates 
that the agency is remitted to use a "erort o~ other evi¬ 
dence only once and nust then dlsre~apd that infornation in 
future proceedings. The obvious intent of Conrress as *-he 
statutory lanr;uar« indicates, was that ^>11 * n 

formation b° 

considered, whenever fathered, in assessing effectiveness. 
Indeed, even if appellants' view of the pripp proceedings 
were correct, the arency would n°veptheless not be 
barred fmn afain usinr? and relvinm uron the NAS-URC study. 
Although this precise issue has apparently not been passed 
upon before, it has been held in 3ell v. Goddard, 356 F.2d 177 
(Ci 7 1966 ), that approval of a dpu.y can be withdrawn 
on the basis of a new application pf exlstln- infornation . 
such as a re-evaluation of previous clinical studies. Al¬ 
though a” is inn; in the context n° an allegedly "unsafe" rathe" 
than an "ineffective" drur nroceedinr, the court there held tha 

r e think that section 506(e) did not 
restrict the grounds for suspension 
to wholly new tests of a drur; arisinr 
afte: the effective date of the appli¬ 
cation. The words "clinical exr,erienc^ v 
fiust be held to include such experience 
both prior and subseouent to the effec¬ 
tiveness of the petitioner's applica¬ 
tion... [T]hls burden [of provinr the 
drurs "unsafe"] could not be compounded 
by excludinr "elevant data pyistior* T.h Qn 
the application was approved . T n ‘-his 
case an extensive re-evaluation, v;hich 
drew together clinical experience In a 
matter not previously att°mrted and which 
perhaps brought its full impact to the" 

attention of the experts for the first 
- 60 - 
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t1.ne, nrovided the basis ''or the 
Commissioner ’ s findings. An in- 
ternretation of the statute nrohi- 
bitinr such a new annlication o 0 
existing info-mat ion would do 
violence to the naramount interest 
in Protectinr the nublic from”unsaf« 
drums. The ''act that the -e-ev-lua- 
tion may have been insnired bv a 
chanme in administrative oolicv'is 
irrelevant. (emnhasis sunnliod) 

366 F.2d, at 177. 

* lso « ^- ohn v. Pinch , H22 F.2d qlM ( C A 6 1970).* 

In the case of Alevaire, both the !IAf-:iRC stud-' 
itself, the agency's re-evaluation thereof, the labeling 
and advertising o- Alevaire, as described in -he August 13th 
notice,** as well as other info-nation all nrovide "new info- 
nation” of precisely the tyoe which Conm-ess envisioned 
that the amencv would use in oroceedin- *r-ainst a dru~ 
product. The adenuacv of that information to sustain the 
a-encv's determination and to meet the statutory -eouir-- 
nents is a question which the Court of Anneals must decide 
after the amencv has taken final action on a ^11 -ecord. 

“ * Annellants fail to note that in Cntohri the iou-t— 
*?r lned the information which the Commissioner 
JV‘ v t , t u“w tirp he r - vokei the certifications” and not 
A2? t ^r2d^ h at°9!t*J d - ~- r t0 the conr, °ncement of oroce^lfncs. 

Annellants seem to sum^est on th° basis Q f 
iilohj that the court should look to the substantiality 

7? no> information" which the »rency has. Th° statute 
provides no such quantitative test, and mo-e inno-tantl- ~ 
as Ur^ohn indicates, the weirhin.m of the amencv's 4?dince 
to determine whether it is sufficient to sustain theVencv’s 
action und«r the statute is a task explicitly assigned bv 
" n. res.-, to the Court of Anneals follovinm fin^l i^ncv 
action. 21 U.S.C. 5355(h). 

**The Aur-ust 13th notice -ecites the «m«n-v'^ 
reliance on the labeling of Alevaire for its '•onclusior 
and recites one examnle thereof. The afor-ment 1 onei^ 
be ^ submitted bv the on '>nneal f-om the Au-n^t 

claims^anq set3 °^ fc 1n nu °h create- detail those labeling 
* ' ni con tains conies of manv advertisements of tb« 
Product. 
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Having finally acknowledged, albeit innlicitlv, 

ttat th#1P lnltIal arrunen t, which was orenisei anon their 
fall,elous re * Judicata/collateral estonrel theory, was 
wronr, annellants shirt their nosition in this rou-t, 
elainlnri that while the renort was !u"!ci«st to sustain 
orocoHnr, arainst Alevaire as a sinrie-entitv nroluct 

it is not evident to show it to be a "l*ed conbinatlln 
product. 

'-'his arr-ument sirmlv obscures the true ouestion 

h»-e, "or as the statute makes clear the "new information" 

requirement of section 355(e) is 11 rectal at the ouestion 

o e feetiveness, not at the ouestion or whether a irur 

13 a sinrie-entitv or a "ixed-cowhination drum. Thus, the 

statutory lanruaqe requires "new inromatlon. . . that 

i, a look or substantial evidence n" e""o C t 4 venoss.« 

is the House Renort on the hill wakes clear: 

'T^his section will . . . rroV-le 
that anoroval of an annlication" 
v/u._l be withdrawn ...!*• 
informtion, evaluate! together* 
with other evidence, ind*c<=t°s 
that there is a lack substantial 
evidence that the Iru- win h * v ; 1 

the effect it ru^nor ts n* -"— 

represented to ha- 7 ^ n—57rr 

f™. i.'th Hoar., ai he Iks l'u%2) 

(ennhasis aunnlied). ' 

"ee also S. Ren. Mo. 1 7 M, 87th Con,"., 2 d ."ess. r t . I » t 15> 

”t. T T at 6 (1062); H. Ren. Mo. 2536 [The Con"e-ence Renort], 
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The NAT-'IRC study Is directed oreciselv it 
issue of effectiveness, and -or that reason 't wo U ^ 
standinr alone, meet the statutory reouirement that th« 
agency have new information that there is - lack of sub¬ 
stantial evidence of effectiveness. Even sssur-inr 0 ^,, 
abandonment of the sinrle-entitv theory, that should ha-il” 
be doomed the eouivalent of a concession that the ;r • 
stuiv is without value, since that studv stands o« ^u- 
on its own merits, indenendent of the oarticular -loss 
( 'sinrle-entity" or "fixed combination nroduct") H V «n to 
the study bv the FDA at an ea-lier noint in time. i n 
'or.,, l . v '.p> critical issue is whether the °x , 'e v, im«nt'’^ 
relied unon in the NAS-'IRC studv can surnort an m^ns* 
that Alevaire is ineffective, not whether those data can 
best be arranged under the "sinrle entitv" o~ "^i X ed 
combination nroduct" labels. 

-n sum, it *s new Information as to o r, o Af . t ^ 
not as to the agency's classificatory scheme which *s 
reoui-ed. Indeed, the classification o* * drum as a 
entity nroduct or a fixed-combination nroduct is not ev„ r . 
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nnovi lei ♦’or bv statute*, but '*a3 a r~nct 4 ce in |«rt'kon 
b’ f th® arenev in order to indicate to *- v 'o drue manufac- 
ture^n the t vne of studies and ^x r '“r1"i o fit 1 ' which be 
arency felt were reouirei to demonstrate the ,r o- 

nooo o- vo”lour d”ufs.* 21 C.7.R. $531*’«. Ill (n ) (5) 

nnd 3. Th® rvroDr!etv o® the agency's clasal n lcit? on 
orvl h®nce its determination that a narticular t ,,r '» o° 
t a "’t is neou 4 ”ei is a matter clearly ”eoui”inr- or exorcise 
o'' that agency's particular skill end expertise, sublet 
to bv the Court o'* Appeals, follow!nr final arency 

action. 21 J . °. C . r 3 1 5 (h). The "new 4 n format ion" '’eou 4 v »«— 

l 

rent, is, hov;ever, directed at a very different ouest 4 on, 
namel7 that of effectiveness. 

The rational® underpin? the "nev; information" 
eo j.; ement, which annellants so clearlv >, ecof T n^ze (3 r, ie'' 
at 35) but then chose to 4 "nore, is that 4 n view o'* the 
substantial rights conferred bv a ^”ant of annroval, or 
1 .cense to market a. drua, the afonev could not "rant anoro— 
val to a nroduct, and then arbitrarily and vri thout n u”the” 
or "new information", revoke that annroval. As the oroce- 
• iral history in this case amply demonstrates (sur^a, "t ^ 1—1^4) 


* The fixed-combination classification was established on 
October 5, 1^71, some three vears i p ter the Alevalre 
^«oceoiinrs had commenced and nine vears after the statute 
was enacted, 21 C.F.R. 33.55, although the IIAT-'JRC had used 
the iesi"nation internallv as earlv as 1059. 


- 614 - 





F:b.J 

5'»5 


Alevaire h'>s neve« be^n threatened v 4 th *-he tv~e o'* ->r: it—. 
f~ant and withdrawal o° anrroval on "rounds of » f-'ect 4 v^nes 


which th° "n^v: information" *'»'iu1r % «nr»nt Jesi *ne 1 to 


mn"i against 

• • * 

th*» a-enc*' 

ha s 

solc-lv ^n 

the basis of 

"no” in for- 

mat 4 m" a n 1 

has 

b ^ -«n»' n*- *■> r> «rj v* ,r^ 


to Alevaire as or. effective drum. 


Th° wisdom of the exhaustion ioct >,4 r.e ’-’hich 
r n ou 4 ”03 hov 4 nr the amencv determine such claims in the 
r< ”rt instance is narticularlv ••roll- 4 Unstated here, < *o« 
annpTl-»nts in reelitv cell unon t** 4 s Court to ^nticirete 
the use the arencv will ultimately make o' this ”ono”t and 
other information before it. In so doin~, they ask this 
•'ourt to ignore the particular exrertise eni knowledge o' 
the agency end to make a Judgment which necessarilv cannot 
be made excent unon a full record followin'* final agency 
action. As the Cunreme Court observed 4 r. Aircraft \ Picsel 
0 °”". v. Hirsch , 331 U.S. 752, 757-63 (19^7): 

Th« very ournose of nrovidinrr either 
an exclusive or initial and rrelininarv 
administrative determ 4 nation is to secure 
the administrative ludrnent either, in 
the one case, in substitution 'or ludicial 
decision or, in the other, as foundation 
fo” or oerchance to make unnecessary later 
Judicial nroc»ed 4 nf*s. 1 here Congress had 

clearly commanded that administrative 
Judgment be taken initiallv n~ exclusivelv 
the courts have no lawful function to 
anticinate the administrat 4 ve decision 
with their own . . . To do this not only 
would contravene the will of Congress 
as a matter of r«strict 4 n~ or deferring 
Judicial action. It would nullif-/ the 
conrressional objects In nrovidinr the 
administrative determination." 
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If this reouest to anticinate a/*ency action 
were mrant ed in this case, all arencv oriels would be 
subject to r^ouests fcr nrelininarv Judicial scrutiny 
to determine the sufficiency o" the h?sir, p or those 
n'-oc»Rdin~s. This Is contrary to the clear intent of 
Conyr^ss that such r, eview follow only unon 04 q crc%r\o'? 
action. 

'■.'hile th n Court of Anneals did note in 'ts 

lay 1, 1C7 ; > decision that "there is little 'n the record 

now before us to sunnort the oronosit'on that A1 

is a r ixe 1 combination dru~ within the reaninr r>° 21 

C.^.R. u3.35. . it went en to state that "it 4 s net 

for this Court to nass on the ouestion on this anneal." 

(\ 52) Rather, as the Cou^t noted after '‘allowin' - * the 

orocedures outlined in section 355(e), 

"The RDi mar then determine ♦’he 
question on a p ull and nron«r 
reco*>i, subject, o*' co'j v, ")9, to 
netitioners’ riyht o'* anneal to 
this Court from an adverse 
d^ternination." 5C3 P.2d, ’t 
633 (A52). 
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Attenntl rv T to 


e the use the ir*ncv 


will rake o'* information alr«adv <n * t s possession or 
to pu^ss what additional information mav produced 
durl^r Its nroceedinrs, lenonstrates th Q absurd conse- 
ouonces of ne^nittinr courts to scrutinize clowns such 
as these without the benefit of the arencv’s .ludrnent 
and nrior to final arencv action, and makes elear the 
threat which such a practice would rose to the operation 
o n both the courts and the arencies in the ^uturo. 

c'vigr/jmn 

’■or the reasons set p orth above, the order o p 
the District Court should be affirmed, and the arencv 
therebv permitted to mo •>r:. T a-’d ^ith its "roceedinrs. 

Pesnectfullv submitted, 

pvjl j. cuppa:: 

United Ptates ittornev ‘’nthe 

Southern District o° 'lew York 

Attornev 'e^endants-looell 

JU !,pv L. PIEGKL 

GP P ALD A. ROSE.'BEPG 

Assistant United .Ctates Attornevs 

-Df Counsel. 
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